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June 28, 2011

Via Email

Dorothy Burk, Ph.D., Chairperson, and Committee Members
Developmental and Reproductive Toxicant Identification Committee

Re: Designation of NTP-CERHR as an Authoritative Body

Dear Dr. Burk and Members of the DART IC:

I urge you to consider clarifying, refining or rescinding the designation of the NTP-CERHR
as an "authoritative body" for purposes of Proposition 65.

There was a serious misunderstanding about the nature and rationale for this request when it
was presented at your meeting on October 21, 2010, in the form of a petition by the American
Chemistry Council (ACC). Since there was no opportunity for public comment on the petition, there
was no opportunity to correct the misunderstanding. Please recall that I was a co-author of the
petition. I am writing this letter to provide you with the background and basis for our request from a
scientific (not a legal) perspective.

The misunderstanding was that ACC was arguing that NTP-CERHR does not have the
requisite expertise to evaluate chemical substances for reproductive toxicity. That is not the issue,
because NTP-CERHR clearly is qualified for such evaluations. The issue is whether the reports that
NTP-CERHR issues indicate that NTP-CERHR has "formally identified" a chemical as "causing
reproductive toxicity." The clarity of that designation in the NTP-CERHR Monographs is critical,
because the law does not permit OEHHA to exercise its own scientific judgment when it reviews
those reports. Instead, OEHHA's role is to determine whether NTP-CERHR "formally identified"
the chemical as "causing reproductive toxicity" in the report.

When the Committee designated NTP-CERHR as an authoritative body in 2002, several
members raised serious reservations that NTP-CERHR reports did not include clear "yes-or-no"
determinations, and it was not clear from the reports whether NTP-CERHR had "formally identified"
a chemical "as causing reproductive toxicity." Unfortunately, those concerns have proven to be well
founded.

Bisphenol A is the most current and obvious example of why the designation of NTP-
CERHR as an authoritative body needs to be reconsidered. As you will recall, this committee
unanimously declined to list BPA as a developmental toxicant at your July 15, 2009 meeting. The
Committee carefully considered the NTP-CERHR Monograph on BPA as part of that decision.
Nevertheless, just six months later, without any new or different data, OEHHA announced it was
considering granting a petition to list BPA as a developmental toxicant, based on your Committee's
designation ofNTP-CERHR as an authoritative body, citing the very same NTP-CERHR report that
your committee had just considered.

Importantly, NTP-CERHR's interpretation of the BPA data was not materially different from
that of your committee and simply identifies levels of concern. Relevant pages of the NTP Brief and
the Expert Panel Report' show this. For instance, conclusions in the NTP Brief range from "some

The NTP Monographs include two separate reports: the NTP Brief, which is written by the NTP staff,
and the Expert Panel Report, written by the scientists whose names appear on the Expert Panel Report.



concern" to "negligible concern" for adverse effects "regarding the possibilities that human
developmental or reproduction might be effected (sic) by exposure to bisphenol A." In fact, Dr. John
Bucher, the Associate Director of the NTP, described the conclusions ofthe NTP Brief on BPA in an
online audio statement solely in terms of the "level of concern," which is never greater than "some
concem.t'r Figure 2B of the NTP Brief illustrates this, characterizing the "weight of the evidence"
for different endpoints, noting "clear evidence of adverse effects" of "high dose developmental
toxicity" only in studies in laboratory rats and mice that produced significant maternal toxicity (e.g.,
the Tyl studies, referred to by footnote 1), and "limited evidence of adverse effects" of "low dose
developmental toxicity" in the much-discussed "low-dose" studies? Importantly, these are not the
conclusions of the Brief, and do not lend themselves to determinations for purposes of Proposition 65
that NTP-CERHR has "formally identified" BPA as "causing reproductive toxicity." Rather, they
merely characterize the strengths and weaknesses of the data from which the conclusions in the NTP
Brief are drawn, which are illustrated in Figure 3. As you will recall, your Committee had similar
observations about the high dose studies - the effects observed were secondary to maternal toxicity -
and the low dose studies, which were interesting, but inconclusive.

You, as the State's Qualified Experts, implement the primary mechanism for listing
chemicals under Proposition 65. The authoritative bodies process is a secondary mechanism
designed to minimize the need for your committee (and the Cancer Identification Committee) to
expend its limited resources to evaluate chemicals already evaluated by an authoritative body. In
effect, the authoritative bodies are your designees. The authoritative bodies listing mechanism was
not intended to effect a lower standard for listing than the standard used by your committee, or a
different one. For that reason, your committee was mandated to designate authoritative bodies that
would come to the same conclusion that you would since your committee represents the primary
method for listing chemicals under Proposition 65. That is why your committee - and your
committee alone - has authority under Proposition 65 to designate authoritative bodies.

There is something inherently wrong with the authoritative bodies process if the same
chemical you declined to list can be proposed for listing six months later based on the same
document you considered, and nothing more. Once a chemical is listed under the authoritative
bodies provision, your Committee cannot reverse the decision, even if you decide your designation of
the authoritative body was in error. We are asking you to correct this obvious problem by revisiting
your designation ofNTP-CERHR as an authoritative body.

This is not a criticism of NTP-CERHR or the NTP-CERHR Monographs. Rather, it is a
recognition that the Monographs are intended to summarize and evaluate data and identify "levels of
concern" - not to "formally identify" chemicals as "causing reproductive toxicity."

The solution is to clarify, refine or rescind the designation of NTP-CERHR as an
authoritative body, and for the DARTIC to continue to use the Monographs as a primary resource in
evaluating chemicals under the State's Qualified Experts mechanism. I urge you to consider this at
your earliest opportunity, and thank you for considering my views.
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cc: Ms. Cynthia Oshita
Carol Monahan-Cummings, Chief Counsel
Office of Environmental Health Hazard Assessment
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